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Applicant is advised tliat tlie previous examiner of tliis application is no longer 
employed by the USPTO, and this application has recently been transferred to the 
undersigned Primary Examiner. In view of the long pendency of this application, 
applicant is invited to telephone the undersigned Examiner in the event that such course 
of action could expedite prosecution. 

The following is noted to summarize prosecution history thus far. On 4/18/2003, 
a restriction requirement was made. On 10/8/2003, applicant elected with traverse the 
composition invention, wherein formononetin is combined with biochanin. Two terminal 
disclaimers have been filed and accepted: one over U.S. Patent 5,830,887 and another 
one over 09/602,191. 

Claims 1-32 have been canceled. Claims 33-86 are pending. Claims 33-72 and 
81-86 remain withdrawn from further consideration as being directed to non-elected 
subject matter. Claims 73-80 will presently be examined. 

Effective Filing Date 

Claims 73-80 were added on 12/23/2002, which is more than one year after the 
actual filing date of this application. In the submission of 12/23/2002, applicant argued 
that independent claim 73 finds descriptive support from, inter alia, specification page 9, 
lines 20-30 (emphases added): 
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(^icierauiy even more DTeferablv Q««R np«»«, 

Independent claim 73 does not specify the percentage of formononetin and does 
not specify the total percentage of other isoflavones. 

The originally filed disclosure does not contain much in the way of formononetin 
+ biochanin A (elected subject matter). Several inferences from the original disclosure 
must be made to arrive at the combination of formononetin + biochanin A. However, 
instant claim 73 further requires, "wherein the level of biochanin A is about 10% w/w or 
less of the isoflavone content, and wherein genistein, if present, is in the amount of 
about 5% w/w or less." 

The only original disclosure of 10% w/w or less is with respect to the total amount 
of other isoflavones, as shown by lines 20-30 of specification page 9. The same can be 
said for 5% or less of genistein. In other words, the claim feature, "wherein the level of 
biochanin A is about 10% w/w or less of the isoflavone content, and wherein genistein, if 
present, is in the amount of about 5% w/w or less" was originally conveyed, if at all, with 
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respect only to compositions tliat contain 90% or more of formononetin. It is for this 
reason that the effective filing date of all the claims here, except claims 74-75, cannot 
be 5/1/1998, the filing date of the International application (PCT/AU98/00313). For lack 
of a better date, 1 1/9/2001 will be used for the purpose of this Office action as the filing 
date of claims 73 and 76-80. Effective filing date of claim 74 is 5/1/1998. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification sliall contain a written description of tlie invention, and of tlie manner and process of 
mailing and using it, in sucli full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 73 and 76-80 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

As explained above, the 10% w/w limit on biochanin A and other isoflavone 
amounts were originally disclosed only with respect to formononetin that is "substantially 
unaccompanied by other isoflavones," which is defined as containing 10% w/w or less 
of other isoflavones. Therefore, the feature of "wherein the level of biochanin A is about 
10% w/w or less of the isoflavone content, and wherein genistein, if present, is in the 
amount of about 5% w/w or less" is new matter, which does not find adequate 
descriptive support from the originally filed disclosure. 



Application/Control Number: 09/986,509 
Art Unit: 1616 



Page 5 



The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 73-80 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
WO 93/23069. 

WO 93/23069 discloses a health supplement comprising a health supplementary 
amount of naturally occurring phytoestrogens selected from two or more of genistein, 
daidzein, biochanin A, formononetin, and/or their glycosides (claim 1). Claim 6 of this 
document shows the combination of biochanin A and formononetin. Further 
incorporation of dietary suitable excipient, diluent, carrier or food is disclosed (claim 2). 
Variety of health benefits are disclosed (page 8, last full paragraph). Foods such as 
soya that are high in phytoestrogens are associated with an alleviation of menopausal 
symptoms and hypocholesterolemic effects in humans (page 7, first full paragraph; 
page 17, first full paragraph). The product of the invention of WO 93/23069 is disclosed 
to modify or produce "reduced risk of development of many untoward symptoms 
(including dry vagina, peripheral flushing, depression etc) commonly associated in 
women with menopause" (see the paragraph bridging pages 15-16). 

Because the methyl forms (biochanin A and formononetin) ultimately are largely 
demethylated to genistein and daidzein, with improved biological efficacy, "it is 
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unimportant wlietlier tlie isoflavones are present in tlie claimed product in tlie 
metliylated or demetliylated forms" (page 10, lines 3-6). Leguminous plants such as 
soyabean are used as sources of phytoestrogens (paragraph bridging pages 10-11 & 
paragraph bridging pages 12-13). The hypocotyl of soya can be used as a source of 
phytoestrogens in order to reduce waste products, and the hypocotyl of soya contains 
95% daidzein and 5% genistein. which can be used separately (page 12, line 16 to 
page 1 3, line 2; see Example 2 on pages 1 8-1 9 & Example 4 on page 20; claims 1 , 
4-5). Further, it is disclosed that "any source rich in phyto-oestrogens may be used 
instead, if desired" (page 9, line 1). 

WO 93/23069 does not expressly disclose formononetin and biochanin A in a 
single specific exemplified combination. It goes without saying that 90-95% 
formononetin + 10% of less of biochanin A + any other isoflavone amount feature is also 
not expressly disclosed. 

However, the teachings of WO 93/23069 is not so limited. The key teaching 
relevant to the instant application claims is that WO 93/23069 discloses the (1) the use 
of phytoestrogens from the hypocotyl of soya, which contains 95% daidzein and 5% 
genistein, and (2) the unimportance of whether the isoflavones are in their methylated or 
demethylated forms. Because daidzein and genistein are both demethylated forms (see 
page 9, chemical formulas), use of their methylated forms, i.e. formononetin and 
biochanin A, respectively, would have been obvious to the ordinary skilled artisan. WO 



Application/Control Number: 09/986,509 
Art Unit: 1616 



Page 7 



93/23069 teaches any source rich in phytoestrogens may be used and suggests the 
specific ratio of 95% formononetin and 5% biochanin A. 

Various dependent claims recite or read on "if present" clause. Such a clause 
does not require anything. The claims have been so interpreted. 

Therefore, the claimed invention, as a whole, would have been prima facie 
obvious to one of ordinary skill in the art at the time the invention was made, because 
every element of the invention and the claimed invention as a whole have been fairly 
disclosed or suggested by the teachings of the cited reference. 

Applicant's argument relative to a previous ground of rejection that relied on WO 
93/23069 has been given full consideration. It is noted though that said previous 
ground of rejection did not point out and rely on the teachings of this document wherein 
phytoestrogens from the hypocotyl of soya, which contains 95% daidzein and 5% 
genistein, can be used, and further that it is unimportant whether the isoflavones are in 
their methylated or demethylated form. Therefore, one having ordinary skill in the art 
would certainly have had reasonable expectation of success. 

Applicant also argues WO 93/23069 teaches away from the claimed invention 
because the document emphasizes the importance of genistein's activities and 
deemphasizes the importance of formononetin. However, this argument is erroneous 
because soy hypocotyl containing 90% daidzein and 10% genistein is expressly 
disclosed and 15 subjects were administered this mixture and studied for various 
therapeutic effects (Example 4 on page 20). This goes against applicant's arguments 
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that WO 93/23069 deemphasized the importance of formononetin, because 90% 
daidzein (demethylated) suggests 90% formononetin (methylated), as clearly taught by 
WO 93/23069. 

Applicant is advised that the obviousness type double patenting ground of 
rejection over 1 0/61 1 ,087 is hereby withdrawn in consideration of the claim feature in 
the instant application claims, "wherein the level of biochanin A is about 10% w/w or 
less of the isoflavone content, and wherein genistein, if present, is in the amount of 
about 5% w/w or less." As discussed above however, this feature constitutes new 
matter, so if and when this feature is deleted from the claims, applicant should expect 
reapplication of this double patenting ground of rejection. 

Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to JOHN PAK whose telephone number is (571)272-0620. 
The Examiner can normally be reached on Monday to Friday from 8 AM to 4:30 PM. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
SPE, Johann Richter, can be reached on (571)272-0646. 

The fax phone number for the organization where this application or proceeding 
is assigned is (571)273-8300. Any inquiry of a general nature or relating to the status of 
this application or proceeding should be directed to the receptionist whose telephone 
number is (571)272-1600. 
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Information regarding tlie status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/John Pak/ 

Primary Examiner, Art Unit 1616 



